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DETAILED ACTION 

This action is in response to Applicant's amendment filed on 13 October 2006. 

Drawings 

1 . The drawings were received on 13 October 2006. These drawings are accepted. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Wilson et al (US Patent Application 2002/0099327). 

4. Regarding Claim 1 and 5, Wilson'327 discloses a multi-lumen catheter capable of 
being used as a tunneler comprising a tip (20) with gripping means (38, 40) and a 
plurality of flexible shaft members (14, 16) having dissimilar lengths (Figure 1) extending 
from tip (20). 

5. Regarding Claims 2, 3, 6, and 7, Wilson'327 discloses a means for retaining the 
shaft members (14, 16) in the lumen of a catheter (12) comprising a protrusion (26a, 
28a). 

6. Regarding Claims 4 and 8, Wilson'327 shows that the difference in the lengths of 
the shaft members (14, 16) is up to 20 percent (Figure 1). 
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7. Regarding Claim 9, Wilson'327 discloses a shaft (12) that is removably 
connected to tip (20). 

8. Regarding Claim 10, Wilson'327 discloses a sheath (34) that covers the portion 
of the shaft (12) and the tip (20) that are connected. 

9. Regarding Claims 1 1 and 12, sheath (34) contains a retaining ring to retain the 
sheath (34) on tip (20) (paragraph [0029]) and the sheath (34) contains a retaining ring 
for retaining the sheath (34) on the shaft (12) (paragraph [0024]). Protrusions (26a, 28a) 
exist on shaft (21). 

10. Regarding Claim 13, the retaining ring inside sheath (34) compliments 
protrusions (26a, 28a) on shaft (12) (paragraph [0029]). 

1 1 . Regarding Claim 14, the retaining ring inside sheath (34) compliments 
protrusions (26a, 28a) on shaft (12) (paragraph [0029]). 

12. Regarding Claim 15, Wilson'327 discloses a multi-lumen catheter capable of 
being used as a tunneler comprising a tip (20) with gripping means (38, 40) and a 
plurality of flexible shaft members (14, 16) having dissimilar lengths (Figure 1) extending 
from tip (20). Shaft (12) is removably connected to tip (20) and sheath (34) covers the 
portion of the tip (20) and shaft (12) that are connected. 

13. Regarding Claim 16, Wilson'327discloses that a means for retaining the shaft 
members (14, 16) in the lumen of a catheter (12) comprising a protrusion (21a) located 
on the outside of shaft members (14, 16). 

14. Regarding Claims 17 and 18, sheath (34) contains a retaining ring to retain the 
sheath (34) on tip (20) (paragraph [0029]) and the sheath (34) contains a retaining ring 
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for retaining the sheath (34) on the shaft (12) (paragraph [0024]). Protrusions (21a) exist 
on shaft (21). 

15. Regarding Claim 19, the retaining ring inside sheath (34) compliments 
protrusions (21a) on shaft (12) (paragraph [0029]). 

. 16. Regarding Claim 20, the retaining ring inside sheath (34) compliments 
protrusions (21a) on shaft (12) (paragraph [0029]). 



Claim Rejections - 35 USC § 103 

17. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

18. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

19. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Imran (US Patent 5,964,796) and Vardi, et al. (WO 02/076333). 

20. Imran'796 teaches the use of a multi-lumen catheter (1 1 ) with a multi-lumen 
tunneler (12). The tunneler (12) contains a tip (12) with a gripping means (21) and a 
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plurality of flexible shaft members (26). Imran'796 does not teach a multi-lumen tunneler 
in which the shafts have different lengths. 

21 . Vardi'333 teaches an introducer in which the shaft members have different 
lengths (Figure 5 and page 8, lines 3-8) so that the introducer can be used for 
accessing a bifurcated vessel (page 6, lines 1-12). It would have been obvious to one 
skilled in the art at the time the invention was made to modify the device taught by 
Imran'796 with introducer shaft members having different lengths in order to create 
simultaneous access to the two vessels in a bifurcated vessel. 



Response to Arguments 

22. Claims 1-20: Applicant's arguments filed 13 October 2006 have been fully 
considered but they are not persuasive. 

23. In response to applicant's argument that the device taught by Wilson'327 is 
catheter not a tunneler and therefore does not meet the requirements of 35 USC 102(b), 
a recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. As shown in the above rejection, 
Wilson'327 meets all the structural limitations of Applicant's claims. 

24. Applicant's arguments, see Amendment, filed 13 October 2006, with respect to 
the rejection(s) of claim(s) 21 under 35 USC 103(a) have been fully considered and are 
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persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of Imran (US Patent 
5,964,796) and Vardi, et al. (WO 02/076333). See rejection above. 

Conclusion 

25. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Durand, et al. (US Patent 5,405,329), Melker, et al. (US Patent 
5,328,480). 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lindsey Bachman whose telephone number is 571-272- 
6208. The examiner can normally be reached on Monday to Thursday 7:30 am to 5 pm, 
and alternating Fridays. 

27. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on 571-272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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28. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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MICHAEL J. HAYES 
SUPERVISORY PATENT EXAMINER 



